Food and Drug Administration Office of Regulatory Affairs 

Summary Report 
For Sample Number: 731697 

TD Sample Number: Import Sample Number 

This is an accurate reproduction of the original electronic record as of 05/09/2013 


Sample Class: Normal Everyday Sample Sample Origin: Domestic Sample Basis: Other-Compl 

Sample Flag: Sample Type: Official Collecting District: SEA-DO 

Home District: Orig C/R and Records To: NWE-DO Collection PACs: 56R814 

Product Name: Betamethasone (Glucocorticoid); Human - Rx/Single Ingredient; Small Volume Parenteral < 100ml 

Product Description: Betamethasone Repos 6mg/ml injection in 5ml clear glass vial (See Remarks). 

Collection Reason: Per Office of Emergency Opersations Assignment dated 10/1 1/12, please analyze for sterility testing by USP 

<7 1> and fungal analyis. Sample collected as a follow up to NECC Recall RES 63305 associated w/ 
Meningitis Outbreak. See Remarks. 


Lab: DEN- 

Split Num:0 

Date Received: 10/13/2012 

Date Out of Lab: 11/16/2012 

District ^AB 


District Conclusion 

District 

Conclusion: 


Made By: 


Disposition 


Disposition 

Disposition 

Reason: 


Authorized By: 

Authorized Date: 


Performing Org PAC LID PAF Compliance No 

DEN-LAB-L 56R8 14 MIC 


Lab Class-Description Laboratory Status 

3 - Adverse Findings Completed 


Lab Conclusion 

Mold was detected in Sub 8. No Microbial growth was detected in subs 1-7, 9 or 10. 

Lab Conclusion Date Lab Conclusion Made By 


11/16/2012 


Miller, Zachary A 


Date: 05/09/2013 


Page: 1 of 1 
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FLAG: Surveillance 


ANALYST WORKSHEET 


3. SEALS 

□none 


121 INTACT 
□ BROKEN 


1. PRODUCT 

Betamethasone Repos 6 mg/mL injectable 


4. DATE RECEIVED 5. RECEIVED FROM 

10-13-12 Ronald W. Winter 


2. SAMPLE NUMBER 


731697 


6. DISTRICT OR LAB 


DEN-DO 


7. DESCRIPTION OF SAMPLE 


One large whirl-pak bag officially sealed “731697 10/12/12 Marijo B. Kambere” and identified “731697 10/12/12 MBK Sub 
1-11” containing two foil-like pouches (with 5 vials each) and nine individual vials of product with each sub identified 
“731697 10/12/12 MBK Sub# l(Sub # 2 - Sub # 1 1)”. 



□ NOT APPLICABLE 
El NOT DETERMINED 
UNITS EXAMINED 


DECLARE/UNIT 
AMOUNT FOUND 
% OF DECLARED 



3 each originaus) submitted 


COPIES SUBMITTED 


10. SUMMARY OF ANALYSIS 


CONTAINER: 


Heat-sealed foil-like pouch measuring approximately 21.0 cm (I) x 16.5 cm (w) x 3.5 cm (h). 

Clear glass vials with blue plastic dust cover measuring approximately 2.2 cm (diameter) x 4.5 cm 
(height). 


LABELING: 


Black and green labeling printed directly on front side of foil-like pouch. 

Black labeling on a white paper stick-on label glued directly onto front side of foil-like pouch. 
Black and green labeling on a white paper stick-on label wrapped directly around vial. 


CODE: 


‘Lot: 081 520 1 2@84” stamped in black ink in middle of label in PDP below product name. 


PRODUCT: 


Milky liquid with medicinal odor. 


ANALYSIS: Ten subs analyzed individually for sterility, three subs used for B and F testing. 

METHOD: USP 35/NF 30 Online, Official 8/1/12, General Chapters: <71> Sterility Tests. 

SAM, August 1997, 3 rd Edition, pages 5-21. 

Note: Additional methodology per attached email. 

RESULTS: Growth in sterility test media in one of ten subs (Sub 8) analyzed individually. Growth is a mold. 

Isolates sent to CDC for identification on 1 1-14-12. No growth on additional agar 
plates used at time of set-up (ten subs) and struck from broths (nine subs) after 14 days of incubation. 


11. RESERVE SAMPLE 

One large whirl-pak bag officially sealed “731697 11-14-12 Patricia D. Stahnke” identified as in block seven above and 
further identified “PDS 10-13-12” containing one intact foil-like pouch, one intact vial, and one small whirl-pak bag 
identified “73 1 697 11-14-12 PDS” containing thirteen empty vials with ten identified “731697 10-13-12 PDS Sub 1 (Sub2 
Sub 10)”, two identified “731697 10-17-12 PDS Sub 8 B/F (Sub 9)”, and one identified “731697 10-20-12 PDS Sub 1 1 
B/F”. Label from foil-like pouch (Sub 1) submitted with worksheet. Labels from vials Sub 1 - Sub 3 submitted with 
worksheet. (Note: Subs 1, 2, 8, 9, 10 used for testing came from foil-like pouch “Sub 1”). 


12. a. ANALYST SIGNATURE (Broke Seal l 


WORK- 

SHEET 

CHECK 


CHECK 

14. DATE REPORTED J f 


Denver District Laboratory Electronic Form 431 
2006 Version 1.0 


Route to: 


Class HE 
Domes-ti c. 
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GENERAL CONTINUATION SHEET 


PRODUCT 

Betamethasone Repos 6 mg/mL , 


Analytical Protocol (Direct Inoculation) 


ISAMPLE NUMBER 

731697 


Sterile media, equipment, and supplies are used during analysis. Media are Fluid Thioglycollate (FTH) 
and Soybean Casein Digest (SCD) broths. Media volumes are 100 mL in 38 X 200 mm glass screw 
caped tubes. FTH is incubated at 30-35°C and SCD is incubated at 20-25°C. Both media are incubated 
for 14 days. 


Analytical Procedure (Direct Inoculation) 
Sample setup performed on P£ >s 


1 . The outside of the product vial is disinfected by soaking in sterile 10% Sodium Hypochlorite 
solution for Vi hour and then allowed to air dry under cleanroom conditions. 

2. The outside of the vial is further disinfected by spraying with sterile 70% Ethanol and then 
allowed to air dry under cleanroom conditions. 

3. The target area of the vial is dipped into sterile strong iodine tincture and flamed. 

4. With a sterile syringe approximately mL of product is removed from vial. 
Approximatel y mL is expressed into FTH and approximately 2^ mL is expressed into 
SCD. 

5. The media is then placed in the respective incubators. 

Controls (Direct Inoculation) 

1 . Media 

A. Uninoculated FTH and SCD broths incubated as in test. 

B. Exposed FTH and SCD broths to cleanroom air. One container of each media exposed 
during the entire test. 



2. System/Equipment. Media for equipment controls the same as for sample test. 

A. With a sterile 3 ml syringe a portion of FTH broth is aspirated into the 

syringe and then expelled back into the tube. With a second syringe a portion of SCD 
broth is aspirated into the syringe and then expelled back into the tube. 

B. A sterile forceps is dipped into a tube of FTH broth. A second forceps is dipped into a 
tube of SCD broth. 


4. Laminar flow air in clean room. 

A. Exposed agar plates - Three open petri plates containing SCD agar is exposed to work 
environment during sterility test. Two plates are incubated at 30-35°C and one at 20- 
25°C. Plates incubated for 14 days. 


ANALYST(S) 


C. Millipore M Air T sample - One SCD agar plate is placed into air sampler and 1000 
Liters (35.3 cubic feet) of air is sampled during set-up. Plate is incubated at 20-25 ° C 
for 14 days. 
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GENERAL CONTINUATION SHEET 

PRODUCT 

6> e-hyne - 

Cg rv\< 

baspne. Kepcxs ( 

>/wL l t sleh toi-f ^ 

SAMPLE NUMBER 

73/(097 

TJ 7 3 

Bacteriostatic and Fungistasis (Direct innocuiation) 

Starting Date: /£> /7~/*L ^05 

Procedure: 100 cells/spores or less of each test organisms 1. 2^3, 5, and 6 were added to bottles 
containing 100 mL of Fluid Thioglycollate medium and ( mL/g sample product: 1-100 or less 
cells/spores of each test organisms 1, 2, 3, 4, and 5 were added to bottles containing 100 mL of Soybean 
Casein Digest Broth and / mL/g sample product. Similar sets of media without sample product 
were inoculated as above tnen incubated as described in sample test. 

Test Organisms 

^With Product 

/C ih-rM A 

Media 

without Product 

/o -n-/z />os 

Plate Counts 

THIO 

SCD 

THIO 

SCD 

Colony Forming Units/ml 

1. Pseudomonas aeruginosa 
ATCC # 9027 

G 

% 

<5 

7* 

C 23 

2. Bacillus subtilis 

ATCC #6633 


G 

% 

G 

Ur, ecu n-hxb h -rtszJ’ c 

3. Staphylococcus aureus 
ATCC# 6538 

G 


G 

7a 

s* /oD —resc/* 

H 

4. Candida albicans 

ATCC #10231 

'!*■ 

G 


G 

s~7 

5. Clostridium sporogenes 
ATCC #11437 

G 

N/A* 

G 

N/A* 

>JLOO 

6. Aspergillus niger 

ATCC #16404 

N/A* 

G 

N/A* 

G 

< 3 % 

Results: 

Grcwj-i-h /V? /nec/f a 
/o Jrow 

* N/A = NOT applicable; test not run 

u// or/uck cos>7/<3Cir'G-b/<— 

/ s) snec// a \AnJ-£}owf~ roc/uC^j 

ANALYST(S) ~/l 
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SAMPLE TEST DAILY OBSERVATIONS 



PRODUCT 

SAMPLE NUMBER 

GENERAL CONTINUATION SHEET 

0 \ck. m e -Ho ccs c oe^- 
La log a l m 1 — - ~i ■-> 1 1 c ra fal-gy 

131^-1 
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GENERAL CONTINUATION SHEET 



SAMPLE NUMBER 

73i (,r/ 


Subculture Procedure 

The subculture procedure utilized for each primary media showing evidence of microbial growth is 

shown below. The results from each numbered step in the procedure are shown on page(s) . 

Media are SCD Broth plus 1.5% agar (Modified SCD), and U.S.P. Soybean Casein Digest Agar Medium 
(SCD Agar). Media incubated at original temperature of the primary media. (Media incubated until 
growth was observed or at least as long as on the original media.) 


SoybeanCasien 
Digest Medium 
23 ± 2° C 


Modified SCDA* 
Plate-Aerobic 
23 ± 2° C 
( 1 ) 


' If growth 


aIclc (or>ke.y 
i fails to occur, streak fr 


Modified SCDA Slant 
Aerobic- 23 ± 2° C 


Modified SCDA Slant (3) 
Anaerobic - 23 ± 2° C 


USP SCDA Slant 
Aerobi c ■°- 23± - 2 °-C 


Record growth; preserve by 
freezing at 70 to -80° C in 50% 
Glycerol if no growth occurs on 
anaerobic slant below. 


Record growth; discard slant 


Determine gram reaction; 
slant 


treak from original broth to modified SCD agar and incubate anaerobically 


Fluid 

Thioglycollate 
Medium 
33 ± 2° C 


Modified SCDA* 
Plate-Anaerobic Q . 
33 ± 2° C — 
( 1 ) 


Modified SCDA* 
Plate-Aerobic 
33 ± 2° C 
(5) 


Add A cccConkty pw t-rn(u I 

/{ail- EscA^a.rf' Mvs.s' i 3 ,# c) 

Sir f nai j 


Modified SCDA Slant (2) Record growth; preserve by 

Anaerobic - 33 ± 2“ C ► at 70 to 80 C ,n 50% 

Glycerol. 


Modified SCDA Slant (3) _ . . „ 

Aerobic - 33 ± V C ► Record 9 rowth; dlscard slant 


USP SCDA Slant ( 4 ) Determine gram reaction; observe 
Anaerobic -33 ± 2° C * for spores; discard slant 


Modified SCDA Slant (6) .... 

Anaerobic -33±2°C ► Record 9 rowth; d,scard slant 


Modified SCDA Slant ( 7 ) 
Aerobic - 33 ± 2° C 


USP SCDA Slant 
Aerobic - 33 ± 2° C 


Record growth; preserve by 
freezing at 70 to -80° C in 50% 
Glycerol only if no growth occurs on 
■ anaerobic slant above. NOTE: If 
aerobic organisms are detected in 
primary SCD broth, cultures from 
this step need not be preserved 

Determine gram reaction; observe 
• for spores; record growth; discard 
slant 
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GENERAL CONTINUATION SHEET 



SAMPLE NUMBER 


Results from Subculture of Primary SCD Broth 

/0~(>-/4 /2?-5(/VeJ(REFER TO FLOW CHARTS FOR EXPLANATION OF STEPS) 

/O -Jo-U pOS 



ANALYST(S) 
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PRODUCT 

GENERAL CONTINUATION SHEET t 

to jcna 1 1 

xsoyne. 

rwL i r -P a U If ^ 

SAMPLE NUMBER 

7310,9-7 

TP 

STERILITY EQUIPMENT/MEDIA/REAGENTS 

Equipment/IMedia/Reagent 

Container 

Volume 

Date Prepared/Lot 

10 inch Forceps 

Can 

15/can 

0qia.l2.t7/ 

Active Air Sampler Head 

Bag/Cloth wrapped 

1 head 

10SI2CI 

Fluid A 

38 x 200 mm tube 

100 mL 


Fluid A 

600 mL sealed bottle 

300 or 600 mL 


Fluid Thioglycollate Broth 

38 x 200 mm tube 

100 mL 


Fluid Thioglycollate Broth 

120 mL sealed vial 

100 mL 

iOLLlZfcl 

Soybean Casein Digest Broth 

38 x 200 mm tube 

100 mL 


Soybean Casein Digest Broth 

120 mL sealed vial 

100 mL 

101212. &| 

Sterile 70% Ethyl Alcohol 

Bulk 

L 


Sterile 70% Ethyl Alcohol 

Spray bottle / 

32 Ozy/ ^ 

U- t>5reR-203O6z. 

Sterile Beaker 

/ 

Foil covered 

Beaker 

jO 1313x4-1 

Sterile Coverall 

Cloth wrapped 

l/bag 

OS-|3iiAI 

Sterile Gloves 

Bag 

1 pair/bag 1 

ltd'll X-x: 

2t80a.l//SA4 ic4'13 viC 

Sterile Mask 

Bag 

I/bag 

09I2.I2.B3 

Sterile Mop Head 

Cloth wrapped 

1 mop head 


Sterile Plates 

Foil covered 

Set of 4 

oqiaia Di 

Sterile Scissors 

Quart jar/foil covered 

10/jar 


Sterile Sleeves 

Bag 

1 pair/bag 


Sterile Strong Iodine Tincture 

Bottle 

3SO mL 


Sterile Towels 

Bag 

1/bag 


Sterile Syringes 3 

Pan 

30/pan 

10 I3ia Al ' 

Sterile Syringes 

38 x 200 tubes 

24/rack 


Sterile System Control 

120 mL sealed vial 

100 mL 


Sterile Water 

1 L or 2 L bottles 

1 L/2L 

oqima A7L. 

Steritest Drain 

Cloth wrapped 

Drain/hose 


Steritest Kit 

Kit 

1 tray 


TSA 

500ml bottle 

400 ml 

0<n3U Bl 

/Aol-H- ExfroxP Aojxt- 

P \ cd-t.S 

iojqi<3A| 

/loaiaBa. 

U oA'i-ftprl ^ 




/ 

A W Cnsktu flaks equipment imgiaA} fci< iuul t-aJ 

1 

Incubators: 
tj<20 o -25 o C 1700011 
tj£30 o -35°C NC91856 

1 °C : 

Steritest Pump: 

1 1700513 
fyN/A 

Active Air Sampler: 
^C10000D-16 

Oven: 

IX? 7000 12 

1 °C NC90442 

VITEK 2 Comoact: 

1 1702096 

ANALYST(S) . > 
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Stahnke, Patricia 


& a & <o <n-t, Repos 


cj / trnL 1V1J 


ec 


\vu bli 


' 131(047 

fos 


From: 

Sent: 

To: 

Cc: 

Subject: 


Miller, Zachary A 

Thursday, October 25, 2012 2:24 PM 

Stahnke, Patricia, Maselli, Michael; Farmer, Roger; Madzo, Steven; Michel, Lisa; Peterson 
Kimberly; Arce, Jennifer Gonzales, Andrew 
Winter, Ronald; Kinney, Jennifer 
Sterility analysis Flow 


Attachments: 


Ameridose Sample Follow up Flow Chart (2).doc 



Ameridose 
tple Follow up F 


See me with questions. Zachary 




I 


/4 iWU wFDA_E0041 271 9 


Bt4-tuvit,HaCL5<ent, 

G t r\je.cJ~ab (<_— 

Sterility Testing Protocol for Ameridose Samples for Fungal and Other 

Growth 

Version 1 10/24/2012 


T3/(^9 7 

fOS 


Add one drop of product to center of MEA 


Make two (2) 

plates and incubated for up to 14 days unless 


composites of five 

growth is detected 


(5) units 


T 


Plates with mold 


Plates without 

growth 


mold growth 

(Check daily) 


1 


Record and discard 


All SCD and Thio 
tubes 


After turbidity streak 

to 

• MacConkey Agar 
(incubate 3 d) 

• Malt Extract Agar 
(incubate up to 14 
days unless growth 
is detected) 

• modified Tryptic 
Soy Agar 
(incubate 3 d) 

I 


° Inoculate in duplicate 2 Sabouraud Dextrose Agar slants from each 
unique colony morphology yeast and mold observed. 

® Inoculate one (1) Tryptic Soy Agar slant from each unique colony 
morphology bacteria observed. 

® All negative lots must have B&F performed using Aspergillus and 
Micro 


All bacterial isolates must be 
Gram-stained and identified 
with VTTFTC 


One (1) yeast and mold isolate 
per product lot must be sent to 
CDC for identification 


i 


1 


Record and keep isolate slant in locked refrigerator 


SCD= 100 ml Soybein Casein Digest Broth 
Thio : = 100 ml Fluid Thioglycollate broth 
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tL i/Tjecfo-blc- 


(s> j k**> I 


H-H-lz. 

?DS 


^' orn 


n 


., c . 7 / r A)^k£'-fd ■ h ‘ orn T' 

O-ijnal ‘ 5 * b X L ?oaC \n'5*b *') 


NEW ENGLAND COMPOUNDING I 
097 WAVERLY ST 

if | FRAMINGHAM. MA 01702 800-994-6322 

|| pct&mfthaSO NE REPOS * 6MG /ML INJ_ 

' T' . -» n^arri xftetr 2/1 1/2 



plot m -.52cnjg84 


Oisca/tf after 2/1 1/201 3 


GC / IJ •/! PCi 

“•SHAKE WE L **MDV"~ 
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0> -t^rccna dM oj 5 oo e- K< po s 
(ev^lm L I0jeclai?k, 


Or i <1 1 /tG- l L £ t» i? 3 


’J 


GLAND COMPOUNDING CTR 
^ 697 WAVE Y ST 

FRAMINGHAM. MAO ~ .2 800-994-6322 

BETAMETHASONE REPO C.* 6MG/ML INJ 
Lot#08152<m<|M £hJ 3 
GC /#-/*-/» W 

•••SHAKE WELL*"-MDV" 


Discard after 2/1 1/2013 

T31697 
10/1 2/^2 


5 ML 


CtiK. i 



ISitoTl 

U-H-I2- 

PD5 
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(j, inietVrUsle- 




13l0><n 

ii- m-i3. 

eos 


Oriei J/iai Lal?e)i'J«\ — Sub I ( AJum-b^G^ 4t -c*^ 4oi M » ^ e - 
J — potuh '’.5ubl*^ 


•£W ENGLAND COMPOUNDING 
697 WAVERLY ST 
FRAMINGHAM. MA 01702 800-994-6322 



i __ 

- BETAMETHASONE REPOS * 6MG/ML INJ 
Lot#08 5201 2@84 / Dwca/tf after 2^t 1/20/3 

GC TZ'&IpH 5 ml 

SHAKE WELL — MDV“" 
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731697 

10/12/12 

ritbc 

Sub#1 


D£ta.ne-ttia5on£. tSe-pos 


i'/vj 


i ic htb l o 


meegm 

u - W-u 

?P5 


y froy: Cof\j — | DO' > L«-b-e|jo^ oo -re^l- likt, pouch / 


^ U BALUNGER WAYNE SHORELINE. WA 98155 
2 BETAMETHASO l NE o R|PO|^ 

^^Dtscard after 2/11/2013 

"?SHAKE “protect FROM 

LIGHT*** 73/C97 rps 

BJC No refills authorized 9/27/2012 
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LIGHT*** 73/ (,97 
( 0-/3 

BJC No refills authorized 


9/27/2012 


B e4*iLKn a.£>ooe^ 

(j/ tnrvjj r>aL r tbxb (-•€-— 


ipn 

IIHH-/Z 

PD 5 


"J/.£,rox Copy -10 0% La_be.li'o<^ on -Qi l-h ke pouch — Sub I 


NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. FRAMINGHAM, MA 01702 


Bv * at An* ft EDWIN VYHMEISTERMD 


Rx 1474058 tuwiw vinivicion-iAiv.i 

f «M0BALUNGER WAYNE SHORELINE, WA 981 55 

' 2 b s et a m ethaso l ne 0 REPo| b ; 6 MGMUnj ii/2oi3 

USE AS DIRECTED 
!, weutirc UVPI l “‘PROTECT FROM 




731697 

10/12/12 

n&c 

Sub#1 
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NEW ENGLAND COMPOUNDING CTR 
097 WAVERLY ST. FRAMINGHAM, MA 01 702 
800-994-8322 BN5927819 ^ >^££#2237445 

EDWIN VYHMEISTER MD 


RX 1474058 
CAUNG LISE 

19930 BALLINGER W/ 

betamethasoneripoi^ 

^^Dlscard after 2/11/2013 

use as directed 

***SHAKE WELL***PROTECT FROM 

LIGHT*** 73/097 <- 

BJC No refills authorized 9/27/2012 


731697 

10/12/12 

n<hc 

Sub#1 
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fWm V 

TyyTlifyTiJ 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample N umber: 73 1 697 

This is an accurate reproduction of the original electronic record as of 01/09/2013 


Flag Flag Remarks 


Episode Number 

Origin 

Domestic 

Basis 

Other-Compln 

Sample Type 
Official 

FIS Smpl Num 

13206462 

Status 

Completed 

FEI 

3003623877 

Compliance Num 

Date Collected 
10/12/2012 

Country of Origin 
United States 

Product Code 

64LCP03 

Responsible Firm 
Manufacturer 

PAC 

56R814 

Hours 

11 

Related Smpl Num 

Position Class 

INV 

Sampling District 
SEA-DO 

NDC Number 

Permit Number 

Storage Rqrmnt. 
Ambient 

Dealer is Consumer Crx/DEA Schedule 
No 

Recall Num 

RES 63305 

Consumer Compl. 

Num Brand Name 

NECC 



./'''product Description 

V betamethasone Repos 6mg/ml injection in 5ml clear glass vial (See Remarks). 

Product Label 

See continuation. 

Reason for Collection MFG Codes Expiration Date 

Per Office of Emergency Opersations Assignment dated 10/1 1/12, Lot# 08152012@84 2/1 1/2013 

please analyze for sterility testing by USP <71> and fungal 
analyis. Sample collected as a follow up to NECC Recall RES 
63305 associated w / Meningitis Outbreak. See Remarks. 


Firm Legal Name 

Address 


Type of Firm 

Firm FEI 

FCE 

New England Compounding Center 

697 Waverly St Framingham, M A 01702- Manufacturer 

3003623877 



8589 US 




i jl 

Northwest Hand Spealist 

1 9930 Ballinger Way Ne Seattle, WA Dealer 

300777 



98155 US 




=€ 

Size of Lot 

Est. Value 

Rcpt Type 

Carrier Name 

Date Shipped 

m 

24x 5ml vials 

S .00 

FDA484 

FedEx 


D 

CO 

Description of Sample 

See continuation. 




k - A 

— j 

2 

o 





ro 

-H 

Method of Collection 




ZD 

o 

See continuation. 





**n 





CJ 

~n 

How Prepared 




' > 

o 

See continuation. 




cn 

m 

Collector's Identification on Package and/or Label 

Collector's Identification on Seal 



"731697 10/12/12 MBK" Sub 1-11 


"731697 10/12/12 Marijo B, Kambere Investigator" 


Sample Delivered To 



Date Delivered 

Orig C/R & Records To 

UPS Tracking# 1ZA46W734493938647 


10/12/2012 

NWE-DO 





Lab w/Split Sample 

Lab 





0 

DEN-LAB 


Document Number 

Document Date 

Document Type 

Document Remarks 



1 

10/1 2/2012 

Other 

Copy of FDA 482, Notice of Inspection, annotated for 
sample collection only, issued at dealer to Edwin D. 
Vyhmeister, MD, Medical Director (2 pages). 


Date: 01 09/2013 


Page: 1 of 3 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 731697 

This is an accurate reproduction of the original electronic record as of 12/03/2012 


3 


4 

2 


Remarks 

See continuation. 


Payment Amount 

$418.00 


Name of Signer 
Marijo B Kambere 


10/12/2012 Other 

10/12/2012 Other 

10/12/2012 Other 


Copy of Invoice #230773, dated 9/27/2012, showing 
purchase of 25x 5 ml BETAMETHASONE 
REPOSITORY 6MG/ML INJECTABLE by dealer 
from manufacturer NECC (1 page). Invoice obtained 
on 1 1/07/12 by fax from dealer as can be seen from 
fax cover page (1 page). 

Copy of digital photographs showing product labeling 
(2 pages). 

Copy of FDA 484, Receipt for Samples, issued to 
dealer, signed by Edwin D. Vyhmeister, MD, Medical 
Director (1 page). 


Payment Method 704(d) Sample 702(b) Portion Collector’s Name 

Billed No No Marijo B Kambere 

Date & Time of Signature Meaning 

12/03/2012 01:08 PM ET Collector 


Date: 12/03/2012 


Page: 2 of 3 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 73 1 697 

This is an accurate reproduction of the original electronic record as of 12/03/2012 


Continuation: 


Product Label 

5 ml vials are labeled in part: "***necc*** NEW ENGLAND COMPOUNDING CTR 697 WAVERLY ST. FRAMINGHAM, 
MA 01702 800-994-6322 ***BETAMETHASONE REPOS. 6MG/ML INJ*** Lot# 08152012@84 Discard after 2/1 1/2013 
GC 5 ML ***MDV*** M . 


Foil packages are labeled in part: ,r NEW ENGLAND COMPOUNDING CTR 697 WAVERLY ST. FRAMINGHAM, MA 
01702 800-994-6322 BN5927819 NABP #2237445 Caution: Federal law prohibits transfer of this drug to any other person 
than patient for whom prescribed. Rx 1474058 EDWIN VYHMEISTER MD CAUNG LISE 19930 BALLINGER WAY NE 
SHORELINE, WA 98155 BETAMETHASONE REPOS. *6MG/ML INJ 25 ML Lot# 08152012@84 Discard after 2/11/2013 
♦♦♦PROTECT FROM LIGHT* ♦♦No refills authorized ***". 


Descriotion of Samule 

Sample consists of 1 1 subs (19 vials). Subs 1 & 2 each contains 5x 5ml vials of Betamethasone Repos 6mg/ml in unopened foil 
packages. Subs 3-11 consists of individual 9x5 ml unopened vials of Betamethasone Repos 6mg/ml. 


Method of Collection 

9x 5ml unopened vials and 2 unopened foil packages each containing 5x 5ml vials with the same manufacturing code were 
collected from dealer and placed in a whirl-pack bag. Sample was collected from a lot of 24 vials with the same manufacturing 
codes (9x 5ml unopened vials, 5x 5ml opened vials, lOx 5ml vials in 2 unopened foil packages) and consists of 1 1 subs. 


How Prepared 

Sample was collected from dealer, placed in a clean, unused whirl-pack bag and kept in the trunk of the GOV during transport 
to SEA-DO. Upon return to SEA-DO office, whirl-pack bag containing sample was opened, sample was identified with 
sample number, collection date, handwritten initials, and sub number (Subl to 11). See Remarks. 



Remarks 

(1) From Collection Reason: FDA 525 Analysis Desired stated Sterility Analysis. Please perform sterility testing by USP <71> 
and fungal analysis; (2) From Product Description: For subs 1 & 2: 5x 5ml vials come packaged in foil packages. Foil packages 
are labeled w/ white adhesive labels with black printing. For subs 3-11: individuals vials are labeled with white labels w/ black 
and green printing; (3) From How Prepared: Subsamples were individually bubblewrapped. Bubblewrapped subsamples were 
bubblewrapped together and placed in a whirl-pack bag. Whirl-pack bag was taped shut, identified with sample number, 
collection date, handwritten initials, Subl-1 1, and sealed with completed FDA 415a. FDA 525 was placed across the seal. 

Sealed whirl-pack bag was placed into a cardboard box shipping container with bubblewrap. Cardboard box was taped shut and 
picked up by UPS for shipment; (4) From Storage Requirement: keep sample protected from light per labeling instructions; (5) 
From Sample Cost and Payment Method: sample cost and Invoice were not available on 10/12/12 at the time die sample was 
collected because the manufacturer, NECC, had not billed dealer for the product, per Jeff A. Jensen, Project Manager. On 
1 1 /07/1 2, dealer faxed Investigator Kambere Invoice #230773, dated 09/27/20 1 2, showing that $4 1 8.00 will be billed to FDA for 
sample# 731697; (6) From Est. Value: All available unopened vials of product were collected/sampled at dealer. 


Date: 12/03/2012 

c 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 



ifbej, US* SSo?/ 


foufc Zt * 0 


2. NAME A^ID TITLE OE INDIVIDUAL 

— NUg . /y ' j[Vn fliPiSft PvffP lirrfj fn( r /‘m/ tO 

3 To/izhz. 

4. FIRM NAME 

Non-ILaJ^ / f'lautol BS. 

5. HOUR 

Vo 7 _ 

6. NUMBER AND STREET 

13 SJC. / Z2g (kh^D. LUzsl Nh 

p.m. 

7. CITY AND STATE & ZIP CODE 

OtofipL* Tem 

8. 

3 

HONE NO. & AREA CODE 


TO 


Notice of Inspection is hereby given pursuant to Section 704(a)(1 ) of the Federal Food, Drug, and Cosmetics Act [21 
U.S.C. 374(a)]^and/er-Part F or G, Title III of the Bdf^l ic Health Service Act 42 U.S.C. 262-264] * 


OAj 


rice Act [42 U.! 




As a small business that is subject to FDA regulation, you have the right to seek assistance from the U.S. Small Business 
Administration (SBA). This assistance includes a mechanism to address the enforcement actions of Federal agencies. SBA has a 
National Ombudsman’s Office that receives comments from small businesses about Federal agency enforcement actions. If you 
wish to comment on the enforcement actions of FDA, CALL (888) 734-3247. The website address is www.sba.gov/ombudsman. 

FDA has an Office of the Ombudsman that can directly assist small business with complaints or disputes about actions of the FDA. 
That office can be reached by calling (301) 796-8530 or by email at ombuds@oc.fda.gov. 

For industry information, go to www.fda.gov/oc/industry. 



ur 

Q s; 

e 


1 Applicable portions of Section 704 and other Sections of the 
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 374] are quoted 
below: 

Sec. 704(a)(1) For purposes of enforcement of this Act, officers 
or employees duly designated by the Secretary, upon presenting 
appropriate credentials and a written notice to the owner, 
operator, or agent in charge, are authorized (A) to enter at 
reasonable times, any factory, warehouse, or establishment in 
which food, drugs, devices, tobacco products, or cosmetics are 
manufactured, processed, packed, or held, for introduction into 
interstate commerce or after such introduction, or to enter any 
vehicle being used to transport or hold such food, drugs, devices, 
tobacco products, or cosmetics in interstate commerce; and (B) 
to nspect, at reasonable times and within reasonable limits and 
in a reasonable manner, such factory, warehouse, establishment, 
or vehicle and all perfnent equipment, finished and unfinished 
aterials, containers, and labeling therein. In the case of any 
erson (excluding farms and restaurants) who manufactures, 
processes, packs, transports, distributes holds, or imports foods, 
the inspection shall extend to all records and other information 


described in section 414, when the standard for records inspection 
under paragraph (1 ) or (2) of section 414(a) applies, subject to the 
limitations established in section 414(d). In the case of any factory, 
warehouse, establishment, or consulting laboratory in which 
prescription drugs, nonprescription drugs intended for human 
use, restricted devices, or tobacco products are manufactured, 
processed, packed, or held, inspection shall extend to all things 
therein (including records, fifes, papers, processes, controls, and 
facilities) bearing on whether prescription drugs, nonprescription 
drugs intended for human use, restricted devices, or tobacco 
products which are adulterated or misbranded within the meaning 
of this Act, or which may not be manufactured, introduced into 
interstate commerce, or sold, or offered for sale by reason of 
any provision of this Act, have been or are being manufactured, 
processed, packed, transported, or held in any such place, or 
otherwise bearing on violation of this Act. No inspection authorized 
by the preceding sentence or by paragraph (3) shall extend to 
financial data, sales data other than shipment data, pricing data, 
personnel data (other than data as to qualifications of technical 
and professional personnel performing functions subject to this 

(Continued on Reverse) 
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* of any virus, serum, toxin, antitoxin, vaccine, blood, blood 
component or derivative, allergenic product, or other product 
aforesaid for sale, barter, or exchange in the District of Columbia, 
or to be sent, carried, or brought from any State or possession into 

r any other State or possession or into any foreign country, or from 
any foreign country into any State or possession." 

Part F - * * * * * *Control of Radiation. 

Sec. 360 A (a) "If the Secretary finds for good cause that the 
methods, tests, or programs related to electronic product radiation 
safety in a particular factory, warehouse, or establishment in 
which electronic products are manufactured or held, may not be 
adequate or reliable, officers or employees duly designated by the 
Secretary, upon presenting appropriate credentials and a written 
notice to the owner, operator, or agent in charge, are thereafter 
authorized (1) to enter, at reasonable times any area in such 
factory, warehouse, or establishment in which the manufacturer’s 
tests (or testing programs) required by section 358(h) are carried 
out, and (2) to inspect, at reasonable times and within reasonable 
limits and in a reasonable manner, the facilities and procedures 
within such area which are related to electronic product radiation 
safety. Each such inspection shall be commenced and completed 

C with reasonable promptness. In addition to other grounds upon 
which good cause may be found for purposes of this subsection, 
good cause will be considered to exist in any case where the 
manufacturer has introduced into commerce any electronic product 
which does not comply with an applicable standard prescribed 
under this subpart and with respect to which no exemption from 
the notification requirements has been granted by the Secretary 
under section 359(a)(2) or 359(e)." 

(b) "Every manufacturer of electronic products shall 

C establish and maintain such records (including testing records), 
ifhake such reports, and provide such information, as the Secretary 
may reasonably require to enable him to determine whether such 
manufacturer has acted or is acting in compliance with this subpart 
and standards prescribed pursuant to this subpart and shall, 
upon request of an officer or employee duly designated by the 
Secretary, permit such officer or employee to inspect appropriate 
books, papers, records, and documents relevant to determining 
whether such manufacturer has acted or is acting in compliance 
^ with standards prescribed pursuant to section 359(a)." 

****** 

(f) "The Secretary may by regulation (1 ) require dealers and 
distributors of electronic products, to which there are applicable 
standards prescribed under this subpart and the retail prices 
of which is not less than $50, to furnish manufacturers of such 
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products such information as may be necessary to identify 
and locate, for purposes of section 359, the first purchasers of 
such products for purposes other than resale, and (2) require 
manufacturers to preserve such information. Any regulation 
establishing a requirement pursuant to clause (1 ) of the preceding 
sentence shall (A) authorize such dealers and distributors to 
elect, in lieu of immediately furnishing such information to the 
manufacturer to hold and preserve such information until advised 
by the manufacturer or Secretary that such information is needed 
by the manufacturer for purposes of section 359, and (B) provide 
that the dealer or distributor shall, upon making such election, 
give prompt notice of such election (together with information 
identifying the notifier and the product) to the manufacturer and 
shall, when advised by the manufacturer or Secretary, of the need 
therefore for the purposes of Section 359, immediately furnish the 
manufacturer with the required information. If a dealer or distributor 
discontinues the dealing in or distribution of electronic products, 
he shall turn the information over to the manufacturer. Any 
manufacturer receiving information pursuant to this subsection 
concerning first purchasers of products for purposes other than 
resale shall treat it as confidential and may use it only if necessary 
for the purpose of notifying persons pursuant to section 359(a)." 

****** 

Sec. 360 B.(a) It shall be unlawful- 

( 1 )*** 

( 2 )*** 

(3) "for any person to fail or to refuse to establish or 
maintain records required by this subpart or to permit access by 
the Secretary or any of his duly authorized representatives to, or 
the copying of, such records, or to permit entry or inspection, as 
required or pursuant to section 360A." 

****** 

Part G - Quarantine and Inspection 

Sec. 361(a) 'The Surgeon General, with the approval of the 
Secretary, is authorized to make and enforce such regulations 
as in his judgment are necessary to prevent the introduction, 
transmission, or spread of communicable diseases from foreign 
countries into the States or possessions, or from one State or 
possession into any other State or possession. For purposes 
of carrying out and enforcing such regulations, the Surgeon 
General may provide for such inspection, fumigation, disinfection, 
sanitation, pest extermination, destruction of animals or articles 
found to be so infected or contaminated as to be sources of 
dangerous infection to human beings, and other measures, as in 
his judgment may be necessary." 
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22-2 'S X* 

jZc+bell MS# < 520 ?) 

fms) .£>■? - 02 VO 

. NAME AND TITLE OF INDIVIDUAL vj / 3 * DATE/ / 

Y^dieJih J?- uhmrisfer ,0, ifeAcJ^ td/uck) )o j 12/ 


1 . plS^ICT^DDRE 


l PHONE NUMBI 




4. SAMPLE NUMBER 

75 163 ¥ 


5. FIRM NAME 




6. FIRM'S OEA NUMBER 


7. NUMBER AND STREET 





u . 8. CTY. AND STATE (Include Zip Code) 

(My A/£_ ^one/^e, , LQfl_ ^p/SS 

describe fully . List tot , serial model numbers and other positive identification ) 


[9 SAMPLE COLLECTED (Describe 1 

The following samples were collected by the Food and Drug Administration and receipt is hereby acknowledged pursuant to 
Section 704(c) of the Federal Food, Drug, end Cosmetic Act (21 U.S.C. 374(c)] and / or Section 532 (b) of the Federal Food, 

Drug, and Cosmetic Act [21 USC 360ii(bH and/or 21 Code of Federal Regulations (CFR) 1307.02. Excerpts of these are 
quoted on the reverse of this form. 

JN0J£: if you bill FDA for the cost of the Samp/efs J listed below , please attach a copy of this form to your bill.) 

tfijL 131637 (JU*s CJUQ 

ps ^ Aii) ^ 

IS x 6nL %-*!s U Refios 

Rcfos*** £ n<£/ni J- NJ <bC 
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10. SAMPLES WERE 
□ PROVIDED AT NO CHARGE 
4*3 PURCHASED 


1 1 . AMOUNT RECEIVED FOR SAMPLE 

□ CASH BILLED 

□ VOUCHER □ CREDIT 


1 12. SIGNATURE fi 

providing samp/k to 


ons receiving payment for sample or persoh 
FDA at no pnarge.i 



J3. COLLECTOR'S NAME (Print or Type! 

\n02jo (? 

r - ^ — 1 /h 

1 4. COLLECTOR'S TITLE (Print or Type i - — J 

CUP ■ v 

1 &,-COLLE 

" J 

STOP’S Sia^ATURE 
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Wobum, MA 018884146 
PK. 508-820-0606 
Fx. 508-820-1616 


Invoice 



19930 BALLINGER WAYNE 
SHORELINE, WA 98155 ’ 

ATIN: JOANN HUNTOON 
VKon&.ir <5^-3^ 


^•rj 


SHORELINE, WA 98155 
ATIN: SANT1NO TELLES 
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MEND ftanpttejwy Ora 


Th« Hand and Wrist Surgery Center of Washington 
1 9930 Ballinger Way NE 
Shoreline, Washington 98155-1223 
Phone: 205*957-8111 


FAX 

TO -Jr? ' 

Fax: 205-957*8133 

FROM.* Judy McWIriimie RN LOCATION: 


*1 

PHONE' 

DATE 



RJ& 

CO 


" ■ ' ,L — 


□ URGENT 

COMMENTS; 

□ PER REQUEST 

□ PLEASE REPLY 



Thank you! 


LOCATIONS 
19930 Minger Way NE 
Seattle, WA 98155 
(2M)3$3-€M7 Phone 
(2(tf)4)7-tf947Fwc 



(425) 40&42$3 fhooc 
(425) 402-4283 Fax 


SERVICES 

Hand Therapy 

Arobuluory Swgaj 


Open Extftmitjr MR! 


t-8T7-7NWHAND 

www,nwhjwdcotn 


731697 

10/12/12 

MkL 

Document 3 _ Page i°^ 2 t. 
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NSW ENGLAND COMPOUNDING CTR 

q£7 WAVERLY ST. FRAMINGHAM, MA 01702 

800-994-6322 BN5927819 NABP #2237445 

Caution. Federal law prohibits transfer of this drug to any other person than patient for whom prescribed. 

RX 1474058 EDWIN VYHMEISTERMD 

CAUNG LISE 

19930 BALLINGER WAY NE SHORELINE. WA 981 55 

BETAMETHASONE REPOS.* 6MG/ML INJ 

25 ML Lot# 081 5201 2@84 Discard after 2/1 1/2013 



731697 

10/12/12 

nett 
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- FRAMING HAj 

^I AMETHAS 0 

Lot #08l52012@8 4 

Qc 

H AKE WELL*'" 1 ^ 



#fi LAND COMPOS 

697WAVERLVS 

j HAM, MA 0170 2J 

^NEREPOS^ 

134 0P 




**** 



miNG CTR 
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j MG/ML 1 NJ 

Rafter 2/1 1/20 13 


5M- 
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FEI 

3003623877 


Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 73 1 697 

This is an accurate reproduction of the original electronic record as of 10/13/2012 


Flag Remarks 


Episode Number Origin 

Domestic 


Date Collected 

10/12/2012 


Other-Compln 

Product Code 

64LCP03 


Sample Type 
Official 

Responsible Firm 

Manufacturer 


Compliance Num Country of Origin 


FIS Smpl Num 

13206462 

PAC 

56R814 


Status 
In Progress 

Hours 


Related Smpl Num Position Class Sampling District NDC Number 

INV SEA-DO 


Permit Number 


Dealer is Consumer Crx/DEA Schedule Recall Num 
No 


Consumer Compl. Num Brand Name 

NECC 


Product Description 

betamethasone Repos 6mg/ml injection in 5ml clear glass vial (See Remarks). 

Product Label 


Storage Rqrmnt. 
Ambient 


Reason for Collection MFG Codes 

Follow up to NECC Recall RES 63305 associated w / Meningitis 
Outbreak. Please analyse for Sterility Analysis (Microbial Analysis 
for Drugs, PAF = MDS). See Remarks. 

Firm Legal Name Address 

New England Compounding Center 697WaverlySt Framingham, MA 01702- 

8589 US 

Northwest Hand Spealist 1 9930 Ballinger Way Ne Seattle, WA 

98155 US 


Expiration Date 


Type of Firm Firm FEI FCE 

Manufacturer 3003623877 


Size of Lot 


Dealer 


Est. Value 


Rcpt Type Carrier Name 


3007771495 


Date Shipped 


Description of Sample 

S^e continuation. 

Method of Collection 


How Prepared 


Collector's Identification on Package and/or Label 
"731697 10/12/12 MBK" Sub 1-11 

Sample Delivered To 

Tracking# 1ZA46W734493938647 


Collector's Identification on Seal 

"731697 10/12/12 Marijo B. Kambere Investigator" 

Date Delivered Orig C/R & Records To 

SEA-DO 

Lab w/Split Sample Lab 


Document Number 


Document Date Document Type Document Remarks 


Remarks 
See continuation. 


Date: 10/13/2012 


Page: I of 3 


RECEIVED 

NOV 27 2012 
SEA-D0r ^ 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 73 1 697 

This is an accurate reproduction of the original electronic record as of 10/13/2012 


Payment Amount Payment Method 704(d) Sample 702(b) Portion Collector's Name 

No No Marijo B Kambere 

Name of Signer Date & Time of Signature Meaning 

ET 




Date: 10/13/2012 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 73 1 697 

This is an accurate reproduction of the original electronic record as of 10/13/2012 


Continuation: 


Descriotion of Samnle 

Sample consists of 1 1 subs. Subs 1 & 2 each contains 5x 5ml vials of Betamethasone Repos 6mg/ml. Subs 3-1 1 consists of 
individual 5 ml vials of Betamethasone Repos 6mg/ml. Total number of vials in sample is 19 (See Remarks). 


Remarks 

C (l) From Collection Reason: FDA 525 Analysis Desired stated Sterility Analysis. Please performs Microbial Analysis for Drugs, 
PAF = MDS (2) From Product Description: individuals vials are labeled with white labels w / black and green printing. For subs 1 
& 2: 5x 5ml vials come packaged in foil packages. Foil packages are labeled w / white adhesive labels with black printing. 



Date: 10/13/2012 
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